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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 2/27/2006 , 
2a)D This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 13-29 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

8) ^ Claim(s) 13-29 are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 

3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) CD Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) Q Information Disclosure Statement(s) (PTO-1 449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) Q Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) Q Notice of Informal Patent Application (PTO-152) r\ / 
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DETAILED ACTION 

This application is a DIV of 09/447,966, filed 1 1/23/1999, now US PAT 6,627,616, 
which claims benefit of 60/121,730, filed 02/26/1999 and of 60/146,564, filed 07/30/1999. 

Applicants preliminary amendment filed April 28, 2004, has been received and entered. 
Claims 1-12 have been canceled. Claims 13-29 have been added. Claims 13-29 are pending. 

Examiner 9 s comment 

As indicated in Applicants' response, the restriction requirement for 10/600,098 and 
10600,290 were inadvertently switched, and entered and mailed under the wrong application 
number. 

Applicants' response was non-compliant because of formal matters with the claims 
listing, so the amendment has not been entered and the election has not been completely 
considered. It is noted the claims now pending have issues regarding the correct dependency, 
and that the restriction requirement set forth below is provided given the broadest reasonable 
interpretation of the claims. For example, a double stranded nucleic acid can encode a protein. . 
However, Examiner would agree with Applicants that certain embodiments and species 
encompassed therein, like double stranded nucleic acids, in particular double stranded RNA, 
could be included in either group. In evaluating the claims the dependency of the claims will be 
considered with respect to embodiments with possible broad interpretation. 

The restriction present in 10/600,290 is presented below for Applicants' convenience and 
clarity of the record. 



Application/Control Number: 10/600,098 Page 3 

Art Unit: 1632 

Since the above-mentioned amendment appears to be a bona fide attempt to reply, 
applicant is given a TIME PERIOD of ONE (1) MONTH or THIRTY (30) DAYS, whichever is 
longer, from the mailing date of this notice within which to supply the omission or correction in 
order to avoid abandonment. EXTENSIONS OF THIS TIME PERIOD UNDER 37 CFR 
1.136(a) ARE AVAILABLE. 

It is noted that the newly submitted claims, in particular the dependent claims, appear to 
be drafted incorrectly with respect to their dependency on the new numbers of the claims. For 
example, claim 14 depends on claim 1, which has been cancelled, and appears that it should 
depend on claim 13, and claim 17 depends on claim 4 but seems more appropriately dependent 
on claim 16. For the sake of compact prosecution, the claims are being interpreted to have there 
dependency on the pending independent claims. 

Election/Restrictions 
Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 14, 17-19, 21-24, 25, drawn to a process for analyzing gene function by 
delivering an oligonucleotide that is not expressed (such as an anti-sense oligo), 
classified in class 514, subclass 44. 

II. Claims 14, 15, 17, 19, 20, 26, 27, drawn to a process for analyzing gene function 
comprising delivering an gene sequence to be expressed, classified in class 514, 
subclass 44. 
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III. Claims 28 and 29, drawn to a process of drug design by analyzing gene function, 
classified in class 514, subclass 44 as it is related to methods comprising 
delivering an gene sequence to be expressed, and other classification related to 
other compounds used or related to the specific methods used in analysis. 
Claims 13 and 16 link(s) inventions I and II. The restriction requirement between the 
linked inventions is subject to the nonallowance of the linking claim(s), claim 13 and 16. Upon 
the allowance of the linking claim(s), the restriction requirement as to the linked inventions shall 
be withdrawn and any claim(s) depending from or otherwise including all the limitations of the 
allowable linking claim(s) will be entitled to examination in the instant application. Applicant(s) 
are advised that if any such claim(s) depending from or including all the limitations of the 
allowable linking claim(s) is/are presented in a continuation or divisional application, the claims 
of the continuation or divisional application may be subject to provisional statutory and/or 
nonstatutory double patenting rejections over the claims of the instant application. Where a 
restriction requirement is withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. 
See/« re Ziegler, 44 F.2d 1211, 1215, 170 USPQ 129, 131-32 (CCPA 1971). See also MPEP 
804.01. 

The inventions are distinct, each from the other because of the following reasons: 
Inventions I and II are unrelated. Inventions are unrelated if it can be shown that they are 
not disclosed as capable of use together and they have different modes of operation, different 
functions, or different effects (MPEP § 806.04, MPEP § 808.01). In the instant case the 
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inventions use different starting materials/products and if successfully practiced would result in 
different outcomes. 

Inventions I, II and III are related as mutually exclusive species in an intermediate-final 
product/method relationship. Distinctness is proven for claims in this relationship if the 
intermediate product is useful to make other than the final product (MPEP § 806.04(b), 3rd 
paragraph), and the species are patentably distinct (MPEP § 806.04(h)). In the instant case, the 
intermediate product/method is deemed to be useful as analyzing gene function itself, without the 
added complication(s) of adding other agents that would be involved in drug design. Moreover, 
the methods of groups I and II do not appear to imply that drug design is intended, and the 
methods generally set forth in claims 28 and 29 are not related to the intended methodology set 
forth in the pre-amble of claims 13 or 16, and would clearly require additional steps beyond just 
the delivery of a nucleic acid. Further, it is noted that drug design is usually and can be practiced 
without practicing the specific method steps of claims 13-27, and the inventions are deemed 
patentably distinct since there is nothing on this record to show them to be obvious variants. 
Should applicant traverse on the ground that the species are not patentably distinct, applicant 
should submit evidence or identify such evidence now of record showing the species to be 
obvious variants or clearly admit on the record that this is the case. In either instance, if the 
examiner finds one of the inventions anticipated by the prior art, the evidence or admission may 
be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

Because these inventions are distinct for the reasons given above and have acquired a 
separate status in the art because of their recognized divergent subject matter, and the search of 
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one group would not be the same nor commensurate in scope with that required of the other 
group, restriction for examination purposes as indicated is proper. 

In addition, this application contains claims directed to the following patentably distinct 
species of the claimed invention: specifically, the claims encompass the use of a sub-genus of 
nucleic acids comprising: 1) dsRNA, 20 ssRNA, 3) dsDNA, and 4) ssDNA. While literal 
support would allow for the use of any of these in either the two claimed methods, certain 
species of these sub-genus of sequences may only be consistent with only one of the elected 
groups. 

If any of group is elected, Applicant is required under 35 U.S.C. 121 to elect a single 
disclosed species for prosecution on the merits to which the claims shall be restricted if no 
generic claim is finally held to be allowable. Currently, claims 14, 17, 19 are generic. 

Applicant is advised that a reply to this requirement must include an identification of the 
species that is elected consonant with this requirement, and a listing of all claims readable 
thereon, including any claims subsequently added. An argument that a claim is allowable or that 
all claims are generic is considered nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. MPEP § 
809.02(a). 
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Should applicant traverse on the ground that the species are not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the species to 
be obvious variants or clearly admit on the record that this is the case. In either instance, if the 
examiner finds one of the inventions unpatentable over the prior art, the evidence or admission 
may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

Applicant is advised that the reply to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed (37 CFR 



Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1 .48(b) and by the fee required under 37 CFR 1 . 1 7(i). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joseph Woitach whose telephone number is (571) 272-0739. 

If attempts to reach the examiner by telephone are unsuccessful, the examinees 
supervisor, Ram Shukla, can be reached at (571) 272-0735. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group analyst Dianiece Jacobs whose telephone number is (571) 272-0532. 
Joseph T. Woitach 



1.143). 
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The amendment document filed on 27 February 2006 is considered non-compliant because it has failed to meet the 
requirements of 37 CFR 1 .121 or 1 .4. In order for the amendment document to be compliant, correction of the following 
item(s) is required. 

THE FOLLOWING MARKED (X) ITEM(S) CAUSE THE AMENDMENT DOCUMENT TO BE NON-COMPLIANT: 

□ 1 . Amendments to the specification: 

□ A. Amended paragraph(s) do not include markings. 

□ B. New paragraph(s) should not be underlined. 

□ C. Other . 

□ 2. Abstract: 

□ A. Not presented on a separate sheet. 37 CFR 1 .72. 

□ B. Other . 

□ 3. Amendments to the drawings: 

□ A. The drawings are not properly identified in the top margin as "Replacement Sheet," "New Sheet," or 

"Annotated Sheet" as required by 37 CFR 1 .121(d). 

□ B. The practice of submitting proposed drawing correction has been eliminated. Replacement drawings 

showing amended figures, without markings, in compliance with 37 CFR 1 .84 are required. 

□ C. Other . 



03 4. Amendments to the claims: 

A. A complete listing of all of the claims is not present. 

□ B. The listing of claims does not include the text of all pending claims (including withdrawn claims) 

^ C. Each claim has not been provided with the proper status identifier, and as such, the individual status 
of each claim cannot be identified. Note: the status of every claim must be indicated after its claim 
^ numberj vusing one of jl^-fottawing status identifiers: (Original), (Currently amended), (Canceled), 
(Previousfyl)Fe5efted)^ew entered), (Withdrawn) and (Withdrawn-currently amended). 
LJ D. The claims of this amendmenfpaper have not been presented in ascending numerical order. 

□ E. Other: . 

□ 5. Other (e.g., the amendment is unsigned or not signed in accordance with 37 CFR 1 .4): 



A 



For further explanation of the amendment format required by 37 CFR 1.121, see MPEP § 714. 
TIME PERIODS FOR FILING A REPLY TO THIS NOTICE: 

1 . Applicant is given no new time period if the non-compliant amendment is an after-final amendment or an amendment 
filed after allowance. If applicant wishes to resubmit the non-compliant after-final amendment with corrections, the 
entire corrected amendment must be resubmitted. 

2. Applicant is given one month, or thirty (30) days, whichever is longer, from the mail date of this notice to supply the 
correction, if the non-compliant amendment is one of the following: a preliminary amendment, a non-final amendment 
(including a submission for a request for continued examination (RCE) under 37 CFR 1.114), a supplemental 
amendment filed within a suspension period under 37 CFR 1 .103(a) or (c), and an amendment filed in response to a 
Quayle action. If any of above boxes 1 . to 4. are checked, the correction required is only the corrected section of the 
non-compliant amendment in compliance with 37 CFR 1.121. 

Extensions of time are available under 37 CFR 1 .136(a) only if the non-compliant amendment is a non-final 
amendment or an amendment filed in response to a Quayle action. 

Failure to timely respond to this notice will result in: 

Abandonment of the application if the non-compliant amendment is a non-final amendment or an amendment 
filed in response to a Quayle action; or 

Non-entry of the amendment if the nor>cef^pliant amendment is a preliminary amendment or supplemental 
amendmpntr^) / 

Telephone No. 




Legal Instruments Examiner (LIE), if applicable 
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